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have specific questions based on their PN admixtures, the Fresenius Kabi Medical Information department can provide them with the information on

the specific admixtures tested.
e Consult Fresenius Kabi for further information on complete and balanced intravenous nutrition regimens.

Product Comparison Table

Product Name

U.S. FDA-Approved Product
(Infuvite Adult)?

Imported Product
(vitalipid N Adult)23

U.S. FDA-Approved
Product (Infuvite
Pediatric)*

Imported Product
(Vitalipid N Infant)56

Manufacturer

Baxter

Fresenius Kabi

Baxter

Fresenius Kabi

Multivitamins &
active ingredient
salt forms
present

13 vitamins present (water and
fat soluble)

These include:

Thiamine (Vitamin By)
Riboflavin (Vitamin B>)
Niacinamide (Vitamin B3)
Dexpanthenol (Vitamin Bs)
Pyridoxine HCI (Vitamin Be)
Biotin

Folate

Cyanocobalamin (Vitamin Bi2)
Ascorbic acid (Vitamin C)
Vitamin A (as palmitate)
cholecalciferol (Vitamin D3)
dl-Alpha-tocopherol acetate
(Vitamin E)

Vitamin Ki

Only fat-soluble vitamins

These include:

Retinol palmitate (vitamin A)
Ergocalciferol (Vitamin D)
All-rac-Alpha-tocopherol
(Vitamin E)

Phytomenadione (Vitamin Ky)

13 vitamins present (water
and fat soluble)

These include:

Thiamine (vitamin B1)
Riboflavin (vitamin B2)
Niacinamide (vitamin B3)
Dexpanthenol (vitamin B5)
Pyridoxine (vitamin B6)
Biotin (B7)

Folate (B9)
Cyanocobalamin (B12)
Ascorbic acid (Vitamin C)
Vitamin A (as palmitate)
cholecalciferol (Vitamin D3)
dl-Alpha-tocopherol
acetate (Vitamin E)
Vitamin Ki

Only fat-soluble vitamins

These include:

Retinol palmitate (vitamin A)
Ergocalciferol (Vitamin D)
All-rac-Alpha-tocopherol
(Vitamin E)

Phytomenadione (Vitamin Kj)

Differences in
the amount of
vitamins present
ineach 1 mL

Ascorbic acid: 20 mg

Vitamin A: 330 IU

Vitamin D3: 20 IU

Thiamine (vitamin B1): 0.6 mg
Riboflavin (Vitamin B3): 0.36 mg
Pyridoxine (vitamin Bs): 0.6 mg
Niacinamide: 4 mg
Dexpanthenol: 1.5 mg

Vitamin E: 1 IU

Vitamin Ki: 15 mcg

Folic Acid: 60 mcg

Biotin: 6 mcg

Ascorbic acid: 0
Vitamin A: 330 IU
Vitamin D,: 20 IU
Thiamine: 0
Riboflavin:0
Pyridoxine: 0
Niacinamide: 0
Dexpanthenol: 0

Vitamin E: 1 IU
Vitamin Ki: 15 mcg
Folic Acid: 0

Biotin: 0

Ascorbic acid: 16 mg
Vitamin A: 460 IU
Vitamin D3: 80 IU
Thiamine: 0.24 mg
Riboflavin: 0.28 mg
Pyridoxine: 0.2 mg
Niacinamide: 3.4 mg
Dexpanthenol: 1 mg
Vitamin E: 1.4 IU
Vitamin Ki: 40 mcg
Folic Acid: 28 mcg
Biotin: 4 mcg

Ascorbic acid: 0
Vitamin A: 230 IU
Vitamin D2: 40 IU
Thiamine: 0
Riboflavin: 0
Pyridoxine: 0
Niacinamide: 0
Dexpanthenol: 0
Vitamin E: 0.7 IU
Vitamin Ki: 20 mcg
Folic Acid: 0
Biotin: 0




Product Name

U.S. FDA-Approved Product
(Infuvite Adult)?

Imported Product
(Vvitalipid N Adult)23

U.S. FDA-Approved
Product (Infuvite
Pediatric)*

Imported Product
(Vvitalipid N Infant)>6

Vitamin Bi2: 0.5 mcg

Vitamin Bi2: 0

Vitamin Bi2: 0.2 mcg

Vitamin Bi2: O

Package &
Container Size

Single dose Vial 1: 5 mL, Vial 2:
5 mL

Pharmacy Bulk: Vial 1 - 50 mL,
Vial 2 - 50 mL

10 mL glass ampule,
concentrated emulsion for
injection

Single dose: Vial 1: 5 mL,
Vial 2: 5 mL

Pharmacy Bulk: Vial 1 (40
mL Fill in 50 mL Vial) and

10 mL glass ampule,
concentrated emulsion for
injection

Vial 2 (10 mL).
Storage Minimize exposure of INFUVITE Between 2-25°C (36-77°F). Minimize exposure of Between 2- 25°C (36-77°F).
ADULT to light because vitamins | Protect from light. Do not INFUVITE PEDIATRIC to Protect from light. Do not
A, D and riboflavin are light freeze light because vitamins A, D | freeze
sensitive. and riboflavin are light
Store under refrigeration, 2-8°C sensitive. Store under
(36-46°F). refrigeration 2-8°C (36-
46°F).
Shelf Life Not reported 24 months Not reported 24 months
Excipients Vial 1: polysorbate 80, sodium Soya oil polysorbate 80, sodium Soya oil
hydroxide and/or hydrochloric Egg lecithin hydroxide and/or Egg lecithin
acid for pH adjustment, water Glycerol hydrochloric acid for pH Glycerol
for injection SWFI adjustment, and water for | SWFI
Vial 2: Propylene glycol, citric NaOH for pH injection. NaOH for pH
acid £ sodium citrate for pH, Vial 2: mannitol, citric acid
water for injection and/or sodium citrate for
pH adjustment and water
for injection.
Aluminum < 70 mcg/L (vials 1+2) Not reported < 30 mcg/L (Vials 1 + 2). Not reported
Indication For prevention of vitamin Indicated in adult patients For the prevention of Indicated in infants and
deficiency in adults and and children from 11 years of | vitamin deficiency in children up to 11 years of age
children aged 11 and older age as a supplement in pediatric patients up to 11 | as a supplement in
receiving parenteral nutrition intravenous nutrition to meet | years of age receiving intravenous nutrition to meet
the daily requirements of the parenteral nutrition the daily requirements of the
fat-soluble vitamins A, Dy, E fat-soluble vitamins A, D3, E
and K. and K.
Dose 10 mL 10 mL <1kg: 1.5 mL Preterm and infants below 2.5
1to <3 kg: 3.25mL kg: 4 mL/kg/d
>3 kg: 5 mL Infants and children >2.5 kg

and up to 11 years: 10 mL/d




Product Name

U.S. FDA-Approved Product
(Infuvite Adult)?

Imported Product
(Vvitalipid N Adult)23

U.S. FDA-Approved
Product (Infuvite
Pediatric)*

Imported Product
(Vvitalipid N Infant)>6

Contraindications

An existing hypervitaminosis, or
A history of hypersensitivity due
to any vitamins or excipients
contained in this

formulation.

Egg, soy, peanut allergy,
hypersensitivity to
ingredient/excipient

An existing
hypervitaminosis, or A

history of hypersensitivity

to any vitamins or

excipients contained in this

formulation.

Egg, soy, peanut allergy,
hypersensitivity to
ingredient/excipient

The following 2 tables compare the content of Infuvite, Vitalipid N and ASPEN Vitamin Recommendations for adult and pediatric patients.

Daily Adult ASPEN Guideline Recommendations for Multivitamins and amount in Vitalipid N Adult and Infuvite Adult Products

Adult: Guideline
Recommendations?

Vitalipid N Adult?3
(10 mL dose)

Infuvite Adult!
(10 mL dose)

Thiamine (B1) 6 mg 6 mg
Riboflavin (B2) 3.6 mg 3.6 mg

Niacin (B3) 40 mg 40 mg
Pantothenic Acid (Bs) 5 mg 15 mg
Pyridoxine (Beg) 6 mg 6 mg

Biotin 60 mcg 60 mcg

Folate 600 mcg 600 mcg
Cyanocobalamin (B12) 5 mcg 5 mcg
Vitamin C (ascorbic 200 mg 200 mg

acid)

Vitamin A 990 mcg (3300 IU) 990 mcg (3300 IU) 3300 IU (1 mg)
Vitamin D 5 mcg (200 IU) 5 mcg (200 IU) 200 IU (5 mcg)
Vitamin E 10 mg (10 IU) 9.1 mg (10 IU) 10 IU (10 mg)
Vitamin K 150 mcg 150 mcg 150 mcg






mailto:productcomplaint.USA@fresenius-kabi.com



http://www.fda.gov/medwatch/report.htm
http://www.fda.gov/medwatch/getforms.htm%20or%20call%201-800-332-1088

Vitalipid N and Vitlipid N, Infuvite Pediatric and Infuvite Adult Product Labels

Product Shipper label Box Label Ampule/Vial label Ampule/Vial
picture
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Product

Shipper label

Box Label

Ampule/Vial label

Ampule/Vial
picture

T - T[T ==y, esre e :
Vitlipid N ! T e 1 N2 v’thp'd® N Infant 10 ml Not available
Infant : Vitlipid® N Infant 28
| Concentie or amulson or nusion g3 i 59 o Concentrate for emulsion for infusion
H Ko com Caron o protct fomligh. 1 g z (| | For intravenous infusion
: Read the tbefore use ' H z_ ; 43 | 1ml contains: Vitamin A 230 IU, Vitamin D, 40 U, Vitamin E 07 IU,
' FA20GHI08TI02 : H EE % | vitamin K, 20 micrograms.
1 Fresenus Kabi L., Cestian Cour, Easgate Way. Manor ' i é # | 10 ml contains: Vitamin A 2300 U, Vitamin D, 400 IU, Vitamin E
! Fls«;n\:'s‘c::z; De:tssc‘:;nd GmbH,’EIse—K!ﬁnerStraY&e 1, ! f f i § 71U, Vitamin Kl 200 micrograms‘
1 61352 Bad Homburg v.d Hohe, Germany ! &= 9| | Dilute before use with Intralipid emulsion for infusion.
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Fer itesisn
1mid containg Active ingredients R Samin. ans (230 UL
(Vitamin D) 1 micmgrams (40 W, d-alghadocophemi (Wiamin E) 0.64 mg (07 W), Fvtomanadicad:
g et
Soctm bsrciics G, Water friefe s 1 mL
10 W ORI ACTVE RRUnCl (35 EUMERG (VISHmn A) 690 M| ams (2300 M)
Ergocakfarcd (Vitamin 01 ¥ micrograma (200 ), dhalgha-iocophard (Wiamin £) 6.4 mg @ W)
Phylomanadicas (VEamin K) 200 micmgmms.
othar o =
Sodium! Qs Water for | o aml
For 50 a5 GCTa B RS Ay
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For singlé use ol DiS card any unased contants 5
s uee H
Castrian Coust, % Park, Runcorn, Chashine, WAT MT UK. !
M =
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10 x 10 ml :
— il - T —|
\ ® -
Infuvite Not available Not available
Pediatric 2A9008 :
(Baxter Baxter

Healthcare)

INFUVITE®pg

For intravenous infusion after dilution only.

Sterile

Contains 5 each of Vial 1 (4 mL) and Vial 2 {1 mL).
One vial of each to be used for a single dose.
Store under refrigeration, 2-8°C (36-46°F).
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Product

Shipper label

Box Label

Ampule/Vial label
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cantainer in outer earton t protectfrom light.
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10 ml

Vitlipid® N Adult

Concentrate for emulsion for infusion

For intravenous infusion

1 ml contains: Vitamin A 330 IU, Vitamin D, 20 IU, Vitamin E11U,
Vitamin K 15 micrograms.

10 ml contains: Vitamin A 3300 IU, Vitamin D, 200 IU, Vitamin E
101U, Vitamin K, 150 micrograms.

Dilute before use with Intralipid emulsion for infusion.

Ampule/Vial
picture

Not available

L +
Infuvite Not available
Adult
(Baxter 2A9018
Healthcare)
INFUVITE® ADULT Multiple Vitamins Injectio
For intravenous infusion after dilution only.
Sterile
Contains 5 each of Vial 1 (5 mL) and Vial 2 (5 mL
One vial of each to be used for a single dose.
Store under refrigeration, 2-8°C (36-46°F).
References:
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